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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )K Responsive to communication(s) filed on 25 January 2005 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 113-125 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) ^ Claim(s) 116 is/are allowed. 

6) 13 Claim(s) 113.114 and 117-125 is/are rejected. 

7) ^ Claim(s) 115 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)Q The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
1/25/2005 has been entered. 

Claims 113-125 are pending and examined on merits. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

This Office action contains new grounds of rejection. 

Specification, Withdrawn 

The objection of disclosure is withdrawn in view of the amendment deleting the 
embedded hyperlink and/or other form of browser-executable code at page 10. 

Claim Objections, Withdrawn 

The objection of claim 1 16 is withdrawn in view of the amendment 
Claim Rejections - 35 USC § 112, Maintained 

Claims 113, 114, and 117-125 remain rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
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reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

This new matter rejection is made due to the newly added limitation "at least 90% 
identity to SEQ ID NO:6" in base claim 113. 

Applicant argues that the specification describes the concept of percent identity 
on page 9, lines 18-26, where it is stated that the percentage is calculated by 
determining the number of positions at which the identical amino acid residue occurs. 
The support for 90% could be found on page 10. The specification states that the 
invention relates to HER-2/neu fusion proteins, compositions comprising the fusion 
proteins, and method for eliciting or enhancing an immune response to HER-2/neu 
protein by administering such compositions. See specification on page 3, lines 5, 9-14, 
and 22-25. In describing the concept of "HER-2/neu fusion protein," the specification 
states that "variants" are encompassed in this term, for example on page 7, lines 26-29. 
In turn, the term "variant" is described as "substantially identical" or "substantially 
similar" to "a fusion protein comprising native (HER-2/neuj polypeptide components." 
For example page 8, lines 4-6. 

These arguments have been fully considered but found unpersuasive because 
the newly added limitation "the Her-2/new fusion protein comprises at least 90% identity 
to SEQ ID NO:6" changes the scope of "HER-2/new fusion protein" that was not 
originally disclosed. The specification at page 9, lines 18-26 as applicant specifically 
points out in the argument discloses: 

"Percentage of sequence identity" is determined by comparing two optimally aligned sequences over a 
comparison window, wherein the portion of the polynucleotide sequence in the comparison window may 
comprise additions or deletions (i.e., gaps) as compared to the reference sequence (which does not comprise 
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additions or deletions) for optimal alignment of the two sequences. The percentage is calculated by determining 
the number of positions at which the identical nucleic acid base or amino acid residue occurs in both sequences 
to yield the number of matched positions, dividing the number of matched positions by the total number of 
positions in the window of comparison and multiplying the result by 100 to yield the percentage of sequence 
identity. 

This disclosure clearly shows that gaps are allowed in the sequence in 
percentage calculation. Alignment of the instant SEQ ID NO:6 against SEQ ID NO:2 
(which includes all of the transmembrane domain) of US PAT 5,869,445 shows SEQ ID 
NO: 2 of US PAT 5,869,445, which is the native protein of a human HER-2/neu, 
comprises at least 90% identity to the instant SEQ ID NO:6. Note Exhibit A (sequence 
alignment). Thus, the new limitation appears to be contradictory to at odd with the other 
definition of a HER-2/new fusion protein, which is a protein "consisting of a HER-2/new 
extracellular domain fused to a HER-2/new phosphorylation domain". In addition, the 
new limitation is contradictory to the definition of the limitation "a HER-2/Neu ECD-PD 
fusion protein" at the specification at page 7 lines 12 to page 8 lines 16, where it 
discloses the fusion protein includes any protein as long as the protein does not include 
a substantial portion of HER2/neu transmembrane domain. 

The Following Are New Grounds of Rejection 
Priority 

Applicant's claim for domestic priority under 35 U.S.C. 1 19(e) to Application No. 
60/117,976, and under 35 U.S.C. 120 to Application No. 09/493,480, filed 05/09/2001 is 
acknowledged. However, the applications upon which priority is claimed fails to provide 
adequate support under 35 U.S.C. 112 for claim 113, 114, and 117-125 of this 
application. The two previous application do not contemplate the claimed invention is 
directed to method using a polypeptide comprising "at least 90% identity to SEQ ID 
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NO:6". Therefore the filing date of the claims claim 113, 114, and 117-125 is the filing 
date of the instant application, i.e. 09 May 2001 

Claim Rejections - 35 USC § 102 

Claims 113, 114, 118, 119, and 121 are rejected under 35 U.S.C. 102(b) as 
being anticipated by US PAT 5,869,445 (02 February 1999). 

Claims 1 13, 1 14, 1 18, 1 19, and 121 are interpreted as drawn to method of 
inducing immune response using a composition comprising a protein comprising at least 
90% identity to SEQ ID NO:6, wherein the composition is in vaccine (claim 114), along 
with physiologically acceptable carrier or diluent (claim 118), an oil-in-water emulsion, 
and an immunostimulatory substance (claim 121). 

US PAT 5,869,445 at columns 2, 15, and 16 teaches a method of inducing 
immune response using a composition, or a vaccine comprising a protein comprising at 
least 90% identity to instant SEQ ID NO:6 (i.e. SEQ ID NO:2, note the attached 
sequence alignment, along with physiologically acceptable carrier or diluent, an oil-in- 
water emulsion, and an immunostimulatory substance. 

Claim Rejections - 35 USC § 103 

Claims 113, and 1 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over D US PAT 5,869,445 (02 February 1999) in view of WO 91/18926. 

Claims 1 13, and 1 17 are interpreted as drawn to method of inducing immune 
response using a composition comprising a protein comprising at least 90% identity to 
SEQ ID NO:6, wherein the protein is lapidated. 

See 102(e) rejection above for what US PAT 5,869,445 teaches. 
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US PAT 5,869,445 does not teach the protein being lapidated. 

However, WO 91/18926 teaches that lipidation to a protein ensures optimal 
presentation of an antigen. 

Therefore, it would have been obvious to one having ordinary skill in the art at 
the time the claimed invention was made to lipidate a protein to stimulate immune 
response with a reasonable expectation of success. 

Claims 113, 119, 120, 122, 123, 124, 124 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over US PAT 5,869,445 (02 February 1999) in view of WO95/17210 
(filed on 07/02/1996). 

Claims 1 13, 1 19, 120, 122, 123, 124 are interpreted as drawn.to method of 
inducing immune response using a composition comprising a protein comprising at least 
90% identity to SEQ ID NO:6 in combination with various art-known adjuvants 
(tocopherol; claim 122, 3D-MPL, QS21, or a combination of 3D-MPL and QS21; claim 
123, 3D-MPL and QS21 in an oil-in water emulsion; claim 124, 3D-MPL, QS21 with 
tocopherol). 

See 102(e) rejection above for what US PAT 5,869,445 teaches. 

US PAT 5,869,445 does not teach the protein being the various adjuvants. 

However, W095/1 7210 teaches that tocopherol, 3D-MPL, QS21 , or a 
combination of 3D-MPL and QS21 , 3D-MPL and QS21 in an oil-in water emulsion are 
well known adjuvants before the effective filing date of the instant application. Note 
columns 1-4. 
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Therefore, it would have been obvious to one having ordinary skill in the art at 
the time the claimed invention was made to use known adjuvants to stimulate immune 
response with a reasonable expectation of success. 

Claims 113, and 125 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US PAT 5,869,445 (02 February 1999) in view of WO 96/02555. 

Claims 113, and 125 are interpreted as drawn to method of inducing immune 
response using a composition comprising a protein comprising at least 90% identity to 
SEQ ID NO:6 in combination with CpG-containing oligonucleotides. 

See 102(e) rejection above for what US PAT 5,869,445 teaches. 

US PAT 5,869,445 does not teach CpG-containing oligonucleotides. 

However, WO 96/20555 teaches (at column 26 lines 15-22) that CpG-containing 
Oligonucleotides had been known as immune stimulatory molecules before the instant 
application was filed. 

Therefore, it would have been obvious to one having ordinary skill in the art at 
the time the claimed invention was made to use a known immune stimulatory molecules 
to stimulate immune response with a reasonable expectation of success. 

Allowable Subject Matter 

Claim 1 15 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Claim 116 is allowed. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 571- 
272-0839. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. Any inquiry of a general nature, matching or filed papers or relating to the 
status of this application or proceeding should be directed to the Judy Ladringan.for Art 
Unit 1642 whose telephone number is 571-272-0536. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Siew can be reached on 571-272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




MISOOK YU, PhX) 
Examiner 
Art Unit 1642 
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